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Claims 1-22 are presented for examination. 

The following is a quotation of the first paragraph of 35 U.S.C. § 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and 
exact terms as to enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as failing 
to adequately teach how to make and/or use the invention, and thereby failing to 
provide an enabling disclosure. 

The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence of absence of working examples, 

4) the nature of the invention, 

5) the state of the prior art, 

6) the relative skill of those in the art 
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7) the predictability of the art, and 

8) the breadth of the claims. 

Applicant fails to set forth the criteria that defines those compounds suitable as 
"protease inhibitors" as envisioned for use in the instant invention. Additionally, 
Applicant fails to provide information allowing the skilled artisan to ascertain these 
compounds without undue experimentation. In the instant case, only a limited number 
of compounds suitable as "protease inhibitors" as envisioned for use in the instant 
invention examples are set forth, thereby failing to provide sufficient working examples. 
It is noted that these examples are neither exhaustive, nor define the class of 
compounds required. The pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. The instant claims 
read on all compounds suitable as "protease inhibitors" as envisioned for use in the 
instant invention, necessitating an exhaustive search for the embodiments suitable to 
practice the claimed invention. Applicants fail to provide information sufficient to 
practice the claimed invention, absent undue experimentation. 

Claims 1-2, 5-15 and 18-22 are rejected under 35 U.S.C. § 112, first paragraph, 
for the reasons set forth in the objection to the specification. 
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Claims 1-2, 5-12, 13-15 and 18-22 are rejected under 35 U.S.C. § 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claims 1-2, 5-15 and 18-22 are rendered indefinite by the phrase "protease 
inhibitors" and thereby failing to clearly set forth the metes and bounds of the patent 
protection desired. Criteria defining medicaments that are "a functionally equivalent 
analog thereof are not set forth in the specification, thereby failing to provide 
information defining the instant inventions metes and bounds. Applicant's term fails to 
clearly define the subject matter encompassed by the instant claims, thus is properly 
rejected under 35 USC 112, second paragraph. 



The following is a quotation of 35 U.S.C. § 103 which forms the basis for all 
obviousness rejections set forth in this Office action: 

A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Subject matter developed by another person, which qualifies as prior art only 
under subsection (f) or (g) of section 102 of this title, shall not preclude 
patentability under this section where the subject matter and the claimed 
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invention were, at the time the invention was made, owned by the same person 
or subject to an obligation of assignment to the same person. 

Claims 1-22 are rejected under 35 U.S.C. § 103 as being unpatentable over Kim 
et al, in view of Pfister et al. 

Kim et al teach the claimed anti-retroviral compounds as old and well known in 
combination with various pharmaceutical carriers and excipients in a dosage form. 
These specific medicaments are taught as useful for treating HIV infections, and having 
their therapeutic efficiency compromised by P-glycoprotein mediated transport systems 
reducing medicament levels in target cells. Kim et al teach the inhibition of P- 
glycoprotein transport systems as facilitating the activity of anti-retroviral medicaments 
as herein claimed. Claims 1 -22, and the primary reference, differ as to: 

1 ) the concomitant employment of the claimed medicaments, and 

2) administration of various methanodibenzosuberane compounds to inhibit a P- 
glycoprotein medicament transport system. 

It is generally considered prima facie obvious to combine compounds each of 
which is taught by the prior art to be useful for the same purpose, in order to form a 
composition which is to be used for the very same purpose. The idea for combining 
them flows logically from their having been used individually in the prior art. As shown 
by the recited teachings, the instant claims define nothing more than the concomitant 
use of an efficacious anti-retroviral therapeutic agent and conventional anti-P- 
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glycoprotein inhibiting agents old and well known for increasing the concentrations of 
biocidal medicaments. It would follow that the recited claims define prima facie obvious 
subject matter. Cf. In re Kerhoven . 626 F.2d 848, 205 USPQ 1069 (CCPA 1980). 

Claims 1-22 require administration of a specific P-glycoprotein transport inhibitor 
for increasing the levels of medicament in target cells Kim et al teach the use of P- 
Glycoprotein transport inhibitors as useful for ameliorating the reduced therapeutic 
efficacy caused by the P-glycoprotein transport system. Pfister et al teach the instant 
methanodibenzosuberane compounds as old and well known P-glycoprotein transport 
system inhibitors. Possessing the Kim et al teachings, the skilled artisan would have 
been instructed to employ P-glycoprotein transport inhibiters concomitantly with anti- 
retroviral agents thereby facilitating these antiviral agents activity. Pfister et al teaching 
the claimed methanodibenzosuberane compounds as old and well known P- 
glycoprotein transport inhibiters would have motivated the skilled artisan to employ 
these compounds to inhibit the P-glycoprotein system and enjoy a reasonable 
expectation of therapeutic success. Examiner notes the selection of one or another 
compound for a specific therapeutic purpose from that group of compounds known to 
possesses the requisite therapeutic activity would have been seen as selection form 
obvious alternatives. Thus, the concomitant employment of the compounds herein 
claimed would have been seen as obvious to those of normal skill in the art. 

No claims are allowed. 
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Any inquiry concerning this communication should be directed to Russell 
Travers at telephone number (703) 308-4603. 



Russell Travers 
Primary Examiner 
Art Unit 1617 



